
82 

21 CFR Ch. I (4–1–16 Edition) § 1.625 

§ 1.625 What records requirements 
must an accreditation body that has 
been recognized meet? 

(a) An accreditation body that has 
been recognized must maintain elec-
tronically for 5 years records created 
while it is recognized (including docu-
ments and data) demonstrating its 
compliance with this subpart, includ-
ing records relating to: 

(1) Applications for accreditation and 
renewal of accreditation under § 1.660; 

(2) Decisions to grant, deny, suspend, 
withdraw, or expand or reduce the 
scope of an accreditation; 

(3) Challenges to adverse accredita-
tion decisions under § 1.620(c); 

(4) Its monitoring of accredited third- 
party certification bodies under § 1.621; 

(5) Self-assessments and corrective 
actions under § 1.622; 

(6) Regulatory audit reports, includ-
ing any supporting information, that 
an accredited third-party certification 
body may have submitted; 

(7) Any reports or notifications to 
FDA under § 1.623, including any sup-
porting information; and 

(8) Records of fee payments and reim-
bursement of direct costs. 

(b) An accreditation body that has 
been recognized must make records re-
quired by paragraph (a) of this section 
available for inspection and copying 
promptly upon written request of an 
authorized FDA officer or employee at 
the place of business of the accredita-
tion body or at a reasonably accessible 
location. If the records required by 
paragraph (a) of this section are re-
quested by FDA electronically, the 
records must be submitted to FDA 
electronically not later than 10 busi-
ness days after the date of the request. 
Additionally, if the requested records 
are maintained in a language other 
than English, the accreditation body 
must electronically submit an English 
translation within a reasonable time. 

(c) An accreditation body that has 
been recognized must not prevent or 
interfere with FDA’s access to its ac-
credited third-party certification bod-
ies and the accredited third-party cer-
tification body records required by 
§ 1.658. 

PROCEDURES FOR RECOGNITION OF AC-
CREDITATION BODIES UNDER THIS SUB-
PART 

§ 1.630 How do I apply to FDA for rec-
ognition or renewal of recognition? 

(a) Applicant for recognition. An ac-
creditation body seeking recognition 
must submit an application dem-
onstrating that it meets the eligibility 
requirements in § 1.610. 

(b) Applicant for renewal of recogni-
tion. An accreditation body seeking re-
newal of its accreditation must submit 
a renewal application demonstrating 
that it continues to meet the require-
ments of this subpart. 

(c) Submission. Recognition and re-
newal applications and any documents 
provided as part of the application 
process must be submitted electroni-
cally, in English. An applicant must 
provide any translation and interpreta-
tion services needed by FDA during the 
processing of the application, including 
during onsite assessments of the appli-
cant by FDA. 

(d) Signature. Recognition and re-
newal applications must be signed in 
the manner designated by FDA, by an 
individual authorized to act on behalf 
of the applicant for purposes of seeking 
recognition or renewal of recognition. 

§ 1.631 How will FDA review my appli-
cation for recognition or renewal of 
recognition and what happens once 
FDA decides on my application? 

(a) Review of recognition or renewal ap-
plication. FDA will examine an accredi-
tation body’s recognition or renewal 
application for completeness and no-
tify the applicant of any deficiencies. 
FDA will review an accreditation 
body’s recognition or renewal applica-
tion on a first in, first out basis accord-
ing to the date on which the completed 
application was submitted; however, 
FDA may prioritize the review of spe-
cific applications to meet the needs of 
the program. 

(b) Evaluation of recognition or re-
newal. FDA will evaluate any com-
pleted recognition or renewal applica-
tion to determine whether the appli-
cant meets the applicable requirements 
of this subpart. Such evaluation may 
include an onsite assessment of the ac-
creditation body. FDA will notify the 
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